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REMARKS 



Status of the Claims 

' eat* of these remarks «. * «• SJ ' -* ** 

^ data 1-74, 76-78, 80, 83^86, and 90-96 have bee- canned without prejudtce 
L New data 97-145. wMch correspond to provisional* elected Gron, . I 

framed data .-74, 80, and 83-86 and peading data 8. and 82) ha.ebeen added. 

orieinallY filed, and no new matter has been introduced. 

— ,0 "*•*• of * e T M 

C a n befou n d,fcrexaa> P l.,i. a .eonEWySWda ta a. ^^S^W"*" 
Un. to (annbod.es that ta^ospedficaBy bind BLyS contort a 

[0271 and iu»=>j V paragraphs [0327] and [0342] 

^"bodies with a fa lea. to - V- • W J* "J£J£, (L.aesth.tWnd 
^Kbodies coupled to a detectable label); m parasraphs [060] [uwnan o 
<N**-«** mpro8 raphs [0248H0250], [0327H0329, and Example 3 

* mvdmnenc forms of BLyS], mya wr i 

(andbodie, that n^traliz. BLyS); . ™™J ^ m dto 

> v ™d r0275l (antibodies purified from the cell nne cuu 

/ paragraphs [0274] m ^Bewrnaaerhasbeenaddedby 

ATCC Deposit Number PTA-3Z3y orn^ ^ 

Tvay of amendment 

Provisional Election 

MWrilft Applied note « — • P-*- ° f *» 

« to Applicant* understanding of USFTO restdcdon pracnce. Apphcant. t» 
rr^tle^tobe^y^veto^Hx^^te,^ 
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providing emanations when nectary as to why Apple* v«— I — - * - 

responsive!* possible «„, c 6121 of one of Groups I - 

The Bssminer has required an electron -ta 35 U.S.C. §121 of one or P 

VI (Se^apermT.pagesM,. te^ytoto*°*«.*°«»™° l <*°°* 1 ™ 
H a sT-body <h* inuntnrospeculcaHy binds to BLyS - . *t cornpnsng «- 
^ 1 claims of C*oup * are drawn to an iso^ nncWc acid molecule encodmg 

^aberrant e^on of BLyS prote* the claim, of Group V are draw to 
trTfcr diagnosing a disease - disorder associated^ aberrantBLyS e^ess™ or 
of V, are drawn to a me*„d of tre*** « 

1^ 80, aud — amended claims S, and S2, and new cianns , 7 -l^ 

claims i , Hiiims fell within the scope of 

Applicants submit that the newly added clanns fall *i 

n^rvn« t hh defined by the Examiner. 

election of species _ each of species sets A-H is required. Applets 
Le each of the Mowing sequence election and species ejections, «* — 
Appnc-tselecttosequ^eofSEQlDNO^, 

Group A, Applicant dec, 0* .U6A01 sc.v ^ ^ 
* 5 of the resuiction requuemen. the Bxaronw requires that Applicants define 
paragraph 5, of the restriction h dected 
to correspondence of the dected speces froro species 
sequence. As indicated in Table 1 (more specifically onpage «.ta. 10), the 

""U species set c! ApP*can* *« *e n— — *«* 

- * - - ~ * ^ ^ 

set E, 1 « ^ only contain one sp-es, thus obviating «us species eieetion 

requirement 
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^Uca*, h~ ***** - — «*»** - - ** 

this species election requirement 

r ™ secies set G Applicants elect TACI, with traverse. 

Paragraph x species sets A-H, Applicants must 

required specie election: 

SequoceBtecSo. 81,82«.d97 I -145 

„ . 81,82m4 97' -1« 

SetB 119-121, and 136-138; Claims 103, 

5 120 and 137 encompass Hie elected specie* 2 

Species Set C 105,122,139 

Species SetD 106,123,140 

Species SetE 107 and 124 

Species SetF None 

. c^r 115-116 and 130-131 

Species Set G 

Species SetH None 

„ *« ^ ^ - * 

tte fcUwtag ■««»*» <*P°»°*' «P» AM,hC1 ° 1,S ^ 



) I and examined 



104, 120-121, and 137-138). 
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modified- 

Prior to Applicants' explanation of tnejr grouuu* 

^ niw a . - ft. r ^ *- - 

AppUca*. do no, see a nation « eacn of SEQ ID KOS:,- 
^ in ft, absence of the ^ 

j a ™iniift scFv amino acid sequence. iuc r 

2128 "^"^rrl Ce* k. TaUe , wMch span. Pasos *7-246 of *e 

^Exantinerreconader and withdraw the »! teas eareoce election. 

* W »~ efcc.ed.he - « 

(yihiversiiio/^, MKMoftheMPEPnateathat 
ffiNomwiththefonowingtrava^ Secnon 803.04of.neMr 

S^* ^n»a% 

Tf^eExan^.anaation.otofac.tba.^noueofSEQID 
AppBcan* vn* ,o dr»» ft. S*mn* ^ ^ 

SEQ ID NO:327 viftin SEQ ID NOS.1-21M to. H ^^l. 

«.-^-* -- ^«,«»- 

. wt R5 o/ ft identical to amino acid residues 1 it* w 
acid sequence at least 85 /© » muuu .a..^ 1 39.749 of 

. Jndauuno acid rip. at ^85% identical* an^ acd^dues 
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SEQ ID NO-.327. For example, SEQ ID NO-2, specifically recited in claim 101 , has 7 

acid differences compared to SEQ ID NO: 327. More particularly, ammo acids 1- 
123 of SEQ ID NO:2 is 95% identical to amino acids 1-123 of SEQ ID NO:327, and 
andno acids 139-249 of SEQ ID NO:2 is 99% identical to amino acids 139-249 of SEQID 
NO-327 An alignment of these two sequences is shown in Exhibit A. 

MPEP § 803 04 provides for restriction between unrelated sequences. And while 
Applicants do not concede that sequences related to SEQ ID NO:327 and falling within 
the scope of claim 97 are unpatentable over one another, Applicants assert that these two 
sequences (and others within SEQ ID NOS:l-2l28), are related to one another. 
Applicants submit that the purpose of the provisions of MPEP § 803.04 is not to penmt 
Action between sequences that axe essentially close variants of one another, but rather 
to prevent the claiming of more man one distinct nucleotide sequence or protein sequence 
inone application for patent Apphcants hereby request that the sequence elecnonbe 
edified, so as to permit Applicants to specificaUy claim other disclosed sequences that 
fell within the scope of claim 97, such as for example, SEQ ID NO.2- It would not be an 
undue burden to allow Applicants* claim sequences so related" to SEQ ID NO:327, 
because a search for antibodies that fall within the scope of claim 97 will necessarily 
enoomp-s such related sequences. The matter of the undue search burden is addressed 

more fully in section (3) below. 

Newly added claims corresponding to original Marhzsh claim 51 -Species 
election front species set E 

The Examiner has required an election of species from species set E correspond 
to themembersof the Ma*ash group of claim 51. The members of theMaAosh group of 
original claim 51 corresponded to six discrete categories of antibody affinity. Newly 
addedclaims 107 and 124 corresponding to original Markush claim 51 are not presented 
as a Markush group and recite only one broader discrete range, i.e., those wherein the 
antftodyhasadissociationcor^tWlessman Effectively, newly 

added claims 107 and 124 contain only one species. Accordingly, Applicants submit that 
tfce revised format of claims 107 and 124 obviates the requirement for a species election 
ftom species set E 
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Traversal of species election from species sets B-D and (f and traversal of the 
restriction of claims to one of Groups I-VI 

Applicants assert that the present restriction requirement is improper for the 
following reasons: (1) species elections within Markush-type claims have apparently been 
misapplied to claims other than the Madoish-type; (2) generic claims are present and are 
improperly treated in the restriction requirement; and (3) it would not be a serious burden 
to search the inventions of the different groups together^ A detailed discussion of these 
issues follows. 

(1) Species elections within Markush-type claims have been misapplied to 

claims other than the Markush-type claim 4 
The Examiner has required an election of species from each set of species sets A-H 
for any elected Group, and an additional election of species from species set I if 
Applicants elected Group V or VL Applicants -submit that elections of species sets B-D 
are elections of species of Markush-type claims and that, as such, said species elections 
only apply to the Markush-type claims (claims 48-50 for species B-D, respectively). 
However, the Examiner's requirement that species elections A-H must be made if any one 
of Groups II-VI is elected leads Applicants to the understanding that the Examiner is 
applying these species election to claims other than the Markush type claims. 

Applying the election of a species within a Markush type to claims to other than 
the Markush-type claim is improper because it reads limitations into the additional claims 
that axe not there. In other words, if Applicants elect, for example, a human IgGl constant 
domain from species set C, and the Examiner applies that election to all the claims within 
Elected Group I, that means the Examiner will examine the claims only insofar as the 
additional claims are drawn to antibody comprising an IgGl heavy chain immunoglobulin 
constant domain. However none of the other claims in Group I, besides the claims that 
correspond to original claim 50 (claims 105, 122 and 139), either require implicitly or 



3 Applicants note that traversal of the species election requirement from species sets F and H have not tccn 
™sted simply due to the feet that Applicants cancellation of the Markush claims 58 and ^tbout 
^tion of responding new claims. Reasons fox not traversing, but rather reqoestog withdrawal of, 
soecics election from species set A were discussed above. 

'Applicants only address species elections B-D in this section. Although a similar analysis wuld apply to 
X^La^^q^ke^ for an election of species from species set E,F and H as ^ginatty set forth in 
PsdctNo 7 Applicants have cancelled the Maikush-type claims associated with species seta F and ft and 
have modified the claims corresponding to the Markush type claim of species set E (claim 5 1 , now 
corresponding to new claims 1 07 and 124) such that they are no longer Markush-type claims. Therefore no 
election or arguments are presented here with regard to species sets E, F and H- 
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recite explicitly, the limitation that the antibody must contain an nmmmoglobulin constant 
N domain much less an IgGl heavy chain immunoglobulin constant domain. 

In this regard, the MPEP instincts that limitations may not be read into the claims 
which have no express basis in the claim. See, MPEP §2111 ("The court explained that 
'reading a claim in light of the specification, to thereby interpret limitations explicitly 
recited in the claim, is a quits different thing from 'reading limitations of the specification 
into a claim, 7 to thereby narrow the scope of the claim by implicitly adding disclosed 
limitations which have no express basis in the claim.'")- Section 2111 of the MPEP 
further instructs that proper examination requires that the pending claims be given the 
"Tjxoadest reasonable interpretation consistent with the specification/.. .and broad 
interpretation by the Examiner reduces the possibility that the claim once issued, will be 
interpreted more broadly than is justified. In re Prater 415 F2.d 1393, 1404-5.. .(CCPA 
1969)." Thus, Applicants submit that the Examiner's apparent application of species 
elections B-D to all the claims of Group I is improper and should only be applied to the 
newly added claims corresponding to each of Markush claims 48, 49 and 50 for each of 
species elections B, C and D, respectively, if the present restriction requirement is to be 
maintained 5 , 

Moreover, Applicants wish to draw the Examiner's attention to MPEP § 803.02 
which instructs that after election of a species in a Markush type claim, 

[t]he Markush-type claim would then be examined fully with 
respect to the elected species and any species considered to be 
clearly unpatentable over the elected species.... should no prior art 
be found that anticipates or renders obvious the elected species, 
the search of the Markush-type claim will be extended.... The 
prior art search will be extended to the extent necessary to 
determine patentability of the Markush-type claim. 

MPEP § 803.02 indicates that should the elected species of the Markush group be found 
allowable, that examination will be extended until at least one member of the Markush 
group is found not to be allowable or, alternatively, until all the members of the Markush 
group (and thus the entire Markush claim) are determined to be allowable. Thus, 
restriction of individual members of the Markush group does not result in withdrawal of 
the non-elected species from consideration by the Examiner unless at least one member of 



5 Applicants note that the election from species set G is not included in this discussion because the claims 
corresponding to original claims 60 and 61, (Le. ne*iy added claims 115, 116, 131 and 132) are not 
Maiknsh claims. Nonetheless, reading the limitation of the species election from species set G to claims 
other man claims 115, 116, 131 and 132 would also be improper. 
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the Markush group is found not to be allowable over the prior art, and no rectifying 
amendment or convincing argument is made by the Applicant in response. Applicants 
submit that search of the restricted species together would not be an undue burden (see 
section (3) below) and that withdrawal of the restriction requirement, at least in so far as it 
applies to species elections B-D, would simplify and expedite examination of the present 
application. 

m light of the above discussion, Applicants respectfiiUy request that the E^ammex 
reconsider and withdraw the requirement for a species election from each of species sets 
B-D. If the Examiner intends to maintain election from each of species sets B-D, 
Applicants request that, at the very least, the restriction requirement be modified to (1) 
clarify that these elections are species elections within a Markush type claim, apphcable 
only to the newly added claims corresponding to Markush type claims 48, 49, and 50 (as 
identified in the chart above), and (2) to confirm that those claims will be cammed 
according to the procedures set forth in MPEP §803.02. 

(2) Generic linking claims ore present and are improperly treated in the 

restriction requirement 
At various points in the restriction requirement, different sets of claims are 

■ t * rlaims 1 36 43-84, and 87-96 are indicated as 

classified as generic. In paragraph 6, claims l, so, © , 

«eric,wla.einpan*ra^7,9,10, U.15. andW.it is a-ed** all claims MO « 
generic. B^er ^^caub^for^cmp^^",-^ 
Los 1-60 and 63-96 arecUssifiedas generic - ^^.M.*"***-. » 

LZeclaims - generic. Vm. — 

tm * M —~.W*-*«***>-»'~'* Itisir^™.* 

cbirosTvith regard to restriction practice and esamnratron. 

MPEP § 806.04(d) toagenericclatoasfonowsCmpertrnentpart): 

t, . anoic claim should include no material element 

SSSdi toTrecited to the apecies .<*-* - - 
^Xd »ithir, its oonJ6r.es the or^hor. covered m each 

of the species. 
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r m oumosc of obtaining claims to more tban one species in 

2 Ersr£ «— — . — - '■s^sss 

™«errt in each of the added species claims- Otherwise dated, job 
StoS Vcies which Zn be included » a case m ad*ho» 
species must contain all the lhmtahons of the generic 
claim- * 
Once a claim that is determined to be generic is allowed, all of fce 

i ^ 2«™ to soecies in addition to me elected species which 
claims drawn to species u* ouum«»» ^l,.„ v 

SETS*- the additional species will depend thereon or 
• otherwise include all of the limitations thereof. 

^ — t a describes how the presence of a generic linking claim, ■ 
This last paragraph quoted above describes now ins !» , ... 1T1 

. - pnecies This concept is ouflmed further m 

if allowable, acts to prevent restriction between species. 

MPEP §809.03 which states that: 

tw are a number of situations which arise in which an 

■ of imvjna claims which, if allowed, act 

shown to be divisible, are 

(A) genus claims Unking species claims; 

(B) a claim to the necessary process of making a product linking 
proper process and product claims; 

( q a claim to "trW for practicing a process linking proper 

apparatus and process claims; and 
(D) a claim to the product linking a process of making and a use 

(process of using) . 
^ linking claims «* J JSLjS^eSK 

812 to make restrictions involving linkmg claims. 

cfcto to claim U9-146. toswa* V™* 0 * betoW 101 
well to claim 97. 
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The Examiner's grouping of the generic or linking claim number 1 into Group I. 
fails to comply with MPEP §814 which states, in part, mat: 

The Kencric or other linking claims should not be associated with 
5Trf the linked inventions since such cUims must be 
SSrf with m one of me ^ n^ons th^may be 
elected. Hub feet shouldbe clearly sUted, (Emphasxs added). 

Apro^errestrict^ 
claim, and Wd have noted mat claim 1 was generic to claims 2-73. One a genenc 
^ claim improperly identified, the MPEP § 809 states, mpart,that: 

The linking claims must be examined ™th fe iirvention elected, 

ra0 iji>emen.' mutt te withdrawn. Any claim(s) directed to the non- 
K2 Tinventi^), previously withdraw ^.^^2 
Z*\T a^^j* fmm or includes all the Imitations of the 

examined for patentability. (Einphass added), 
therefore, pursuant to MPEP § 809. the generic linking claims (e.1, claim 1, if it 
were soil pending, or newly added data 97) shouldbe examined w» the elected gro»p. 
UP^ allowance of newly added data 97, ft. present reaction of members of each 
sped,, sett A-0 would have to be withdraw* and the non-dected species Son. each of 
S pec«s^A^wouUl«vctoherejoi„ed«dex^edforp»^taW« y . 

A similar analysis would apply to original claim 60 which is a genenc linking 
olata for original claims 61 and 62«. A W liean«s note mat original data 
to new claim, ,14 and BU original data 6! corresponds .0 new danns 115 and 1* 
and origmal claims 62 responds ,0 new claims 116 and .33. Upon auowanc. of .ft. 
pJL* data ,14 or 131, the present spedes .restriction would have to* 

newly added claims ,16 and 133) wonld have to be rerouted and exanuued for 
patentaWtty^ ^ ^ ^ ^ ^ ^ 

election reopen, from each of species sets B-D and O be recons^ed and 

withdrawn. If the Examiner intends to mataain election from each of 

^ C, Apphcants respectfully .** ft* « *• very least, the restrtchon reourremen, 

146. 
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be modified to (1) acknowledge the presence of generic linking claim 97 end separate 
said generic linking claim out from Group I; (2) acknowledge that new claims 114 and 
131 are generic to claims 115-116 and 132-133, respectively 7 , and (3) acknowledge that 
the allowance of a generic linking claim 97 would result in rejoinder and examination for 
patentability of all species from each of species sets B-D and G and that allowance of a 
t sub]generic.linking claims 114 and 131 would result in rejoinder and examination for 
patentability of non-elected species in species set G 8 . 

(3) It would not be a serious burden to search different groups or the different 
species within each of species sets B-D and G together 

MPEP § 803 instructs that, "fflfthe search and examination of an entire 
application can be made without serious burden, the Examiner must examine it on the 
merits, even though it includes claims to independent or distinct inventions » In the 
present situation, no such showing has been made aside from references to different 
classifications and assertions of being able to use the claimed products with different 
processes and viceversa. Applicants disagree that searchof the groups together would be 
a serious burden and below provide arguments to support mis assertion/premise. 

Searchoftnegenenclinmgcta^? is a search that must be performed no 
matter which Group is elected 

Tie setn* of generic cten 97 e-Bil • **ch «* P*» «t triboto. thai 
^specific* bind BLyS - >W »» « — 

_ 139-249 of SEQ ID NO:327. It is neces m, «* - 

L. fr. it «. for («>*] D - »— • «* * •- *-» 

. n-VI in m «y Mode the «»iood y of dtim 97 u . maerial element. 




footnotE3,claml01s!»™»o™"°-rr: STLTTZiij efe AppUeonn &> not make taw 

claims, the subject of a species elc^onietpirement B-J fthc claims draw to species in 

• Grt if the generic ^^^ y d i°lSSoS e to view of the dlo^ce of the 
addition to the elected or otherwise include all of the Unions 

generic cl?*™, since die additional species wiu acpwro 
thereof." See, MPEP § 806.04(d). 
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The search of the antibody of claim 97 is all that is necessary to allow examination 
of all ^ species, elected and non-elected. This is because the search, of the antibody of 
generic baking claim 97 is a broader search than the search for individual species. If any 
art is found for claim 97, it would apply to all the species. If no art is found for claim 97, 
then all species should be allowable over the prior art, because each of the narrower 
claims containing species contain all the limitations of claim 97. If claim 97, is novel, so 
will all the species be novel (sec, MPEP § 806.04(d)). Since the search for generic linking 
claim 97 encompasses all the searches necessary for the all the species, the combmed 
search and examination of all species within species sets B-D and G would not entail a 
serious burden. Accordingly, Applicants respectfully request that the requirement for 
species elections from species sets B-D and G be reconsidered and withdrawn. 

Furthermore, the search of the antibody of claim 97 will no doubt provide 
information regarding the existence of nucleic acid molecule encoding said antibody 
(Group ID, cell lines expressing said antibody (Group ED and methods of using said 
antibody (Groups IV-VI). Thus, contrary to the Examiner's assertions at the end of 
paragraphs 25 and 26 of the restriction requirement, the searches for the different groups 
are clearly overlapping, if not co-extensive. Accordingly, Applicants respectfully request 
that the restriction requirement of the claims into Groups I-VI also be reconsidered and 
withdrawn 

r rtNCilJSION 

In view of the discussion above, Applicants respectfully repeat their request that 
the Examiner reconsider and withdraw the present restriction. 

If, however, the Examiner insists on mamtaimng the restriction requirement, then 
Applicant respectfully request that the restriction requirement be modified according 

tone or more of the following: 

- that the sequence election of SEQ ID NO:327 admits of express or impbert 
claiming of disclosed, related sequences or portions thereof that fall within the 
scope of newly added claim 97; 

- that the requirement for a species election from species set A be withdrawn in 
light of its redundancy to the required sequence election; 
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- that the requirement for a species election from each of species sets B-D, be 
recognized as species election within a Markush claim applicable only to the 
newly added claims corresponding to the original Markush claim and that such 
claims will be examined according to the provisions ofbMPEP §803.02; 

- that the requirement for a species election from species set E, be withdrawn in 
light of Applicants presentation of newly added claims (Le. newly added 
claims 107 and 124) corresponding to original Markush claim 51 such that 
mere is only one species claimed; . 

- that the requirement for a species election from species set G be modified to 
acknowledge that newly added claims 114 and 131 are generic Unking claims 
foddng the species recited in claims 115-116 and 132-133, respectively, and 
that allowance of linking claims 114 and 131 would result in rejoinder and 
examination for patentability of non-elected species in species set G; and/or 

/ - that claim 97 be acknowledged as a generic linking claim 97 and separated out 
from Group 1, and furthermore that it be acknowledged that the allowance of 
generic linking claim 97 would result in rejoinder and examination for 
patentability of all species from each of species sets B-D and G. 

Applicants retain the right to petition from the restriction requirement under 37 
CFR § 1-144 should the restriction requirement, either in its present form or in a modified 
form, be made final. 
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Applicants respectfully request that the above remarks be made of record in the file 
history of the instant application. If there are any fees due in connection with the filing of 
this paper, please charge the fees to our Deposit Account No. QS-3425. If a ^required 
for an extension of time under 37 CFR § 1.136 that is not accounted for above, such an 
extension ia requested and the fee should also be charged to our Deposit Account 



Respectfully submitted, 




Date: JU/jj ^ 7^3 *J$fylJt" (Reg. *o. 40, 302) 

Attorney for Applicants 

Human Genome Sciences, Inc. 
9410 Key West Avenue 
RockviucMD 20850 
(301) 610-5771 (phone) 

RECEIVED 

KKH/MMS/vsr CENTRAL FAX CENTER 
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